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Remarks 

Status of the Claims 

Upon entry of the amendments, claims 61-84 will be pending in this application. 
Claim 1 has been cancelled herein without prejudice or disclaimer. Claim 61 has been 
amended. Claim 84 has been withdrawn from consideration. Applicants reserve the 
right to pursue the subject matter of cancelled claim 1 in continuing or divisional 
applications. 

Information Disclosure Statement 

A copy of the Second Supplemental Information Disclosure Statement submitted 
on August 12, 2004 with a copy of Revised Form PTO-1449 listing references AR30- 
AR32, AS29-AS32 and AT29-AT31 is attached hereto. While the Examiner has 
indicated that she considered each of the references cited in the Initial Information 
Disclosure Statement, and also in the First and Third through Sixth Supplemental 
Information Disclosure Statements, Applicants have not received an indication that the 
Examiner considered the information in the Second Supplemental Information 
Disclosure Statement. Applicants respectfully request that the examiner consider, initial 
and return the Form PTO-1449 submitted with the Second Supplemental Information 
Disclosure Statement in the Next Office Action. 

Additionally, Applicants note that a Seventh Supplemental Information 
Disclosure Statement was filed on June 1, 2005, and respectfully request that the 
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Examiner also return the Form PTO-1449 submitted with the Seventh Supplemental 

Information Disclosure Statement with the Next Office Action or Notice of Allowance. 

Amendments to Claim 61 

Per a suggestion of the Examiner, made in a telephone conference with Michele 
Shannon on Wednesday June 22, 2005, Applicants have deleted the phrase, "the VH 
domain of," preceding the recitation of SEQ ID NO:60 in claim 61 because, as discussed 
below, SEQ ID NO:60 is the amino acid sequence of the VH domain of the antibody 
secreted by the XF1 1 .1D8 hybridoma. Similarly, the phrase, "the VL domain of," 
preceding the recitation of SEQ ID NO:62 in claim 61 has been deleted because, as 
discussed below, SEQ ID NO:62 is the amino acid sequence of the VL domain of the 
antibody secreted by the XF1 1 .1D8 hybridoma. Applicants submit that the scope of the 
claims is unchanged by this amendment and that no new matter has been added 

Rejections under 35 U.S.C. § 112, first paragraph 
New Matter 

The Examiner rejected the new claims presented in Applicants' amendment filed 
January 3, 2005 under 35 U.S.C. § 1 12, first paragraph, for allegedly containing new 
matter. The Examiner stated that Applicants' Preliminary Amendment filed January 3, 
2005 did not indicate "where support for particular recitations could be found in the 
specification as filed" and that "a search for such via the Examiner has failed to find 
specific support for the population of antibodies and fragments thereof instantly claimed 
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and in combination with the dependent claims. Thus the recitations constitute new 

matter absent evidence for support." (Office Action Mailed April 5, 2005, Item 3.) 

In response, Applicants direct the Examiner's attention to the following locations 

in the specification as originally filed as exemplary passages that support claims 61-84: 

Claim 61: Table 2 on page 171 as amended on February 15, 2005, Page 173, 
line 5-8, table 6 on page 471, Page 472 lines 8-11 and Figure 4; 

Claims 62-72: Page 131, line 19 to page 132, line 19 and page 133, line 1 to page 
134, line 5; 

Claims 73-77: Page 194, line 28 to page 196, line 15; 
Claim 78: Page 178, line 18-21; 

Claim 79: Page 186, lines 4-9 and page 133, line 1 to page 134, line 5; 
Claims 80-81: Page 149,line 9 to page 150, line 26 and Examples 53 and 60. 
Claim 82: Page 171, line 6-7 
Claim 83: Page 168, lines 24-29; 

Claim 84: Page 156, line 10-17, page 214, lines 18-25; page 236, line 23 to 
Page 237 line 12 and page 245, line 26 to page 246, line 9. 

In view of the above, Applicants submit no new matter was introduced by 
Applicants' filing of new claims 61-84 on January 3, 2005. Applicants respectfully 
request the new matter rejection of claims 61-83 (and 84, see Request for Rejoinder 
below) under 35 U.S.C. § 1 12, first paragraph, be reconsidered and withdrawn. 



Enablement 

The Examiner rejected claims 61-83 under 35 U.S.C. § 1 12, first paragraph, for 
alleged lack of enablement. The Examiner stated that 

[t]he specification, while being enabling for a hybridoma which 
produces the antibody 1D8, (hybridoma XF1 1.1D8), does not 
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reasonably provide enablement for an isolated antibody or 

fragment thereof comprising the amino acid sequence of the VH ^ 

domain of SEQ ID NO:60 and the amino acid sequence of the VL 

domain of SEQ ID NO:62. (Office Action mailed April 5, 2005, 

Item 4, on page 3.) 

The Examiner, relying on the 1991 textbook by Benjamini and Leskowitz, 

acknowledges that the artisan recognizes the structure of antibodies and various antibody 

fragments. But the Examiner continues, 

However, applicants specification provides insufficient guidance 
for an antibody or fragment thereof that comprises the VH domain 
of SEQ ID NO:60 and the VL domain of SEQ ID NO:62. In 
particular, the domains within the sequences are not discussed, nor 
how just the VH or VL domains may be used to provide an 
antibody or antibody fragment thereof that retains binding 
affinity/ability to coordinate with its cognate antigen. The VH and 
VL domains are required to be provided in a secondary or tertiary 
structure amongst the antibody molecule such that it is capable of 

interacting with its cognate antigen, see in particular pp. 55-58 [of 
Examiner cited portion of Benjamini and Leskowitz] regarding the 
variable region, H and L chains. 

The specification does not enable the broad scope of the claims 
which encompasses any antibody or fragment thereof comprising 
only a subregion (VH and VL domain) of SEQ ID NO:60 and 62. 
The VH and VL domains are not defined by residues and the 
artisan could not ascertain which portions of the sequences would 
be required such that a functional antibody or binding fragment 
could be formed. (Office Action mailed April 5, 2005, Item 4, on 
page 4, emphasis added.) 
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Applicants respectfully disagree. Indeed, Applicants would like to clarify for the 

Examiner, that the claimed VH and VL domains are not undisclosed "subregions" of 

SEQ ID NOS:60 and 62, respectively. Rather, SEQ ID NO:60 is the amino acid 

sequence of VH domain of the antibody secreted by the XF1 1.1D8 hybridoma. 

Likewise, SEQ ID NO:62 is the amino acid sequence of VL domain of the antibody 

secreted by the XF1 1 . 1D8 hybridoma. Applicants refer the Examiner to Table 2 on page 

171 as amended on February 15, 2005, page 173, line 5-8, table 6 on page 471, page 472 

lines 8-1 1 in the specification as originally filed for descriptions of SEQ ID NOS:60 and 

62. 

Accordingly, Applicants have claimed antibodies comprising VH/VL domains 
which have the same amino acid sequences as the VH/VL domains of the antibody 
expressed by hybridoma cell line XF1 1.1D8. Thus, the claimed antibodies contain the 
VH/VL domains which the Examiner indicates are required for an antibody or antibody 
fragment to "retain binding affinity/ability to coordinate with its cognate antigen." 
Applicants submit that, in light of the above discussion and the well developed and 
mature technology of the antibody art, no undue experimentation would be required to 
make and use the claimed antibodies. Accordingly, Applicants respectfully request this 
rejection of claims 61-83 under 35 U.S.C. § 1 12, first paragraph for alleged lack of 
enablement, be reconsidered and withdrawn. 

The Examiner further rejected claim 79 under 35 U.S.C. § 1 12, first paragraph for 
alleged lack of enablement. Claim 79 is directed to an isolated cell or cell line that 
produces the antibody or fragment thereof of claim 61 . The Examiner maintains that, 
aside from the hybridoma producing the 1D8 antibody (XF1 1.1D8 hybridoma deposited 
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under ATCC Deposit Accession Number PTA-3030), the specification "discloses no 

other cell or means capable of producing such" and therefore "the cells encompassed 

generically via claim 79 are not adequately enabled." 

Applicants respectfully disagree. Preliminarily, Applicants point out that the 
antibody art has been acknowledged by the United States Patent Office to be a mature 
technology where the level of skill is high and advanced." See, the Synopsis of 
Application of Written Description Guidelines available at the United States Patent and 
Trademark Office's website, pp. 59-60. 

Further, Applicants direct the Examiner's attention to the fact that SEQ ID 
NOS:59 and 61 disclose nucleotide sequences encoding the VH and VL domains, 
respectively, recited in claim 61. In addition, the specification as originally filed also 
describes cloning methods that may be used to produce the claimed cell or cell line 
recited in claim 79. See for example, pages 179-191 and Example 55. Moreover, given 
the well-developed technology of the antibody arts, one of ordinary skill in the antibody 
art would be aware of other routine cloning methods for producing the claimed cell or 
cell line recited in claim 79. Accordingly, Applicants maintain it would not require 
undue experimentation to make and use the cell or cell line of claim 79. Applicants 
respectfully request this rejection of claim 79 under 35 U.S.C. § 1 12, first paragraph for 
alleged lack of enablement, be reconsidered and withdrawn. 
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Written Description 

The Examiner rejected claims 61-83 under 35 U.S.C. § 1 12, first paragraph, for 
allegedly failing to comply with the written description requirement. On page 7, the 
Examiner concludes that 

"[t]he instant specification fails to disclose the structural features 
of the VH and VL domains and fails to teach which portions are 
capable of forming antigen specific antibodies or antigen binding 
portions thereof. Thus, the specification lack adequate written 
description support for the claimed invention. 

This rejection appears to be predicated on the misunderstanding that the VH and 
VL domains of SEQ ID NOS:60 and 62, respectively, are subsequences within the full 
sequences disclosed. 

As described above, SEQ ID NO:60 is just the amino acid sequence of VH 
domain of the antibody secreted by the XF1 1 . 1D8 hybridoma. And SEQ ID NO:62 is 
the amino acid sequence of VL domain of the antibody secreted by the XF1 1.1D8 
hybridoma. As such, the claimed antibodies contain the VH/VL domains which the 
Examiner indicates are required for an antibody or antibody fragment to interact with its 
cognate antigen (see Office Action mailed April 5, 2005 page 4, lines 10-13). As such, 
the claims do not encompass antibodies comprising only "non-delineated" portions of 
SEQ ID NOS:60 and 62 which would not be capable of binding antigen. In view of the 
above, Applicants respectfully request this rejection of claim 79 under 35 U.S.C. § 1 12, 
first paragraph for alleged lack of written description, be reconsidered and withdrawn. 
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Rejections under 35 U.S.C. § 112, second paragraph 

The Examiner rejected claims 61-83 under 35 U.S.C. § 1 12, second paragraph, 

for allegedly failing to particularly point out and distinctly claim the subject matter 

which Applicants regards as the invention. In particular the Examiner states that 

[a] broad range or limitation together with a narrow range or 
limitation that falls within the broad range or limitation (in the 
same claim) is considered indefinite, since the resulting claim does 
not clearly set forth the metes and bounds of the patent protection 
desired. . ..In the present instance, claim 61 recites the broad 
recitation (comprising) SEQ ID NO:60 and 62, and the claim also 
recites (comprising) the "VH domain" (of SEQ ID NO:60) and the 
"VL domain" (of SEQ ID NO:62), presumably subsequences with 
the larger sequence, which is the narrower statement of the 
range/limitation. (Office Action mailed April 5, 2005, Item 7, on 
page 8.) 

Again, this rejection appears to be predicated on the misunderstanding that the 
VH and VL domains of SEQ ID NOS:60 and 62, respectively, are subsequences within 
the full sequences disclosed. As described above, SEQ ID NO:60 is the amino acid 
sequence of VH domain of the antibody secreted by the XF1 1 . 1D8 hybridoma. And 
SEQ ID NO:62 is the amino acid sequence of VL domain of the antibody secreted by the 
XF1 1.1D8 hybridoma. In view of the above and the amendment to claim 61, Applicants 
believe this rejection has been obviated or overcome. Applicants hereby request that this 
rejection be reconsidered and withdrawn. 
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Request for Rejoinder 

The Examiner made final the requirement for restriction between product 
(Groups I and II) and process claims (Groups III and IV) (Paper mailed November 2, 
2004, paragraphs 8 and 17). In accordance with the decisions in In re Ochiai, 71 F.3d 
1565, 37 USPQ2d 1 127 (Fed. Cir. 1995) and In re Brouwer, 11 F.3d 422, 37 USPQ 2d 
1663 (Fed. Cir. 1996), and the notice published in the Official Gazette on March 26, 
1996 setting forth new guidelines for the treatment of restricted product and process 
claims {See 1 184 OG 86), Applicants respectfully request if the claims of Group II 
(claims 61-83) are found allowable, that the claim of Group IV (new claim 84) be 
rejoined and examined for patentability. See also M.P.E.P. § 821.04. 
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Conclusion 

Applicants respectfully request that the amendments and remarks of the present 
Amendment be entered and made of record in the present application. 

In view of the foregoing remarks, Applicants believe that this application is now 
in condition for allowance. An early Notice of Allowance is earnestly solicited. If, in 
the opinion of the Examiner, a telephone conference would expedite prosecution, the 
undersigned can be reached at the telephone number indicated below. 

Finally, if there are any fees due in connection with the filing of this paper, please 
charge the fees to Deposit Account No. 19-0036. 

Prompt and favorable consideration of this Amendment and Reply is respectfully 
requested. 



Date: June 30, 2005 

1 100 New York Avenue, N.W. 
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